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DETAILED ACTION 



Information Disclosure Statement 



1 . The listing of references in the specification is not a proper information disclosure 
statement. 37 CFR 1 .98(b) requires a list of all patents, publications, or other 
information submitted for consideration by the Office, and MPEP § 609.04(a) states, 
"the list may not be incorporated into the specification but must be submitted in a 
separate paper." Therefore, unless the references have been cited by the examiner on 
form PTO-892, they have not been considered. 



2. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

3. Claims 1-6 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

4. Claims 1 -6 require that a compound of formula (1 ) is covalently bonded to the 
surface of a hydroxyl-functional eye lens material through ester bonding of a compound 
of formula (2): 



Claim Rejections - 35 USC § 1 12 
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However, it is not possible for a compound of formula (1 ) to be covalently bound in this 
way. Formula (1) lacks the repeating methylene unit(s) present in (2), and contains no 
residue of the carboxylic acid group or an ester group which must necessarily be 
present if (2) is reacted with a hydroxyl-functional surface material. Therefore, it is 
unclear whether an ester-bound product is formed through the claimed method as 
expected, or if some variant of (1) lacking the methylene groups and carboxylate 
residue of (2) is required. 

Claim Rejections - 35 USC § 102 

5. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in 
public use or on sale in this country, more than one year prior to the date of application for patent in 
the United States. 

6. Claims 3-6 are rejected under 35 U.S.C. 102(b) as being anticipated by Bowers 
et al (US 5,422,402). 

7. Regarding Claims 3 and 5, the claimed eye lens materials are defined by a 
product-by-process limitation. It is noted that "[E]ven though product-by-process claims 
are limited by and defined by the process, determination of patentability is based on the 
product itself. The patentability of a product does not depend on its method of 
production. If the product in the product-by-process claim is the same as or obvious 
from a product of the prior art, the claim is unpatentable even though the prior product 
was made by a different process", In re Thorpe, 777 F.2d 695, 698, 227 USPQ 964, 966 
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(Fed. Cir. 1985) . Further, "although produced by a different process, the burden shifts 
to applicant to come forward with evidence establishing an unobvious difference 
between the claimed product and the prior art product", In re Marosi, 71 0 F.2d 798, 802, 
218 USPQ289, 292 (Fed. Cir.1983). See MPEP 2113. 

8. Bowers teaches a process for treating synthetic polymers to improve their ocular, 
hemo, and biocompatibility. Said polymers are widely employed in hard, soft, and 
intraocular lenses (col. 1 , lines 6-12). Bowers' process comprises the steps of (a) 
where appropriate, activating the surface to be treated; and (b) treating the surface with 
a compound of general formula (I) (col. 1 , lines 29-40): 

o 
II 

R3M©-(CHa)«*-0— F-O— Y 

Step (a) may be omitted where the polymer surface has sufficient free hydroxyl groups 
for reaction with compounds of formula (I) (col. 4, lines 43-46). 

9. Suitable compounds according to formula (I) include carboxylic acid derivatives 
of phosphorylcholine (col. 9, lines 19-30): 

II 

R 3 N+— (CH&r* O— P— O— Y"— CQsH 
O— 

1 0. Y" is a group such as -(CH 2 ) P -, wherein p is preferably 1 -6 (col. 9, lines 28-30; 
col. 1 , lines 52-53). Thus, Bowers discloses a process which results in a contact lens 
material having hydroxyl groups which have been functionalized by a compound 
identical to the claimed formula (2) wherein n=1-6. 
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1 1 . Absent evidence of criticality regarding the presently claimed process, Bowers' 
materials clearly meet the requirements of present claims 3 and 5. 

12. Regarding Claims 4 and 6, Bowers' process results in reduced protein deposition 
(col. 1, lines 26-28; table at col. 18). Therefore, the process described above reads on 
Claims 4-6. 

Claim Rejections - 35 USC § 103 

1 3. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

14. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

1 5. This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 



Application/Control Number: 10/593,682 Page 6 

Art Unit: 1762 

consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 1 03(a). 

16. Claim 1 is rejected under 35 U.S.C. 103(a) as being unpatentable over Bowers in 
view of Matsuda et al (US 6,075,066). 

1 7. Regarding Claim 1 , Bowers remains as described at paragraphs 8-1 0 above. 
Bowers' treatment process is preferably conducted in aqueous medium using a sodium 
bicarbonate buffer (col. 5, lines 33-38). Thus, Bowers does not teach that the claimed 
method is carried out in an organic solvent. 

1 8. In the same field of endeavor, Matsuda teaches the formation of contact lenses 
(Abstract). Matsuda's method involves formation of an ester bond. The ester bonding 
reaction can be effected by allowing a carboxylic acid derivative to react with a hydroxyl 
group either in an organic solvent such as DMF, DMSO, HMPA, or THF; or in an 
aqueous solvent or buffer solution (col. 4, lines 33-51). Thus, Matsuda discloses that 
when forming contact lens materials, esterification reactions are equally successful 
when carried out in aqueous or organic solvents. 

1 9. It would have been obvious to one of ordinary skill in the art at the time of the 
invention to modify Bowers in view of Matsuda to substitute an organic solvent for an 
aqueous solution, as these conditions are taught by Matsuda as being equivalents 
suitable for carrying out esterification reactions with contact lens materials. 
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20. Claim 2 is rejected under 35 U.S.C. 103(a) as being unpatentable over Bowers in 
view of Matsuda as applied to claim 1 above, and further in view of Valint, Jr et al (US 
6,213,604). 

21 . Regarding Claim 2, Bowers in view of Matsuda remains as applied to Claim 1 
above. Bowers teaches that for synthetic polymers which do not have adequate free 
surface hydroxyl groups, it is necessary to activate the surface before treatment with the 
compounds of formula (I) (col. 4, lines 55-60). Bowers does not teach a specific method 
for achieving hydroxylation of a polymer surface. 

22. In the same field of endeavor, Valint teaches a method for the surface treatment 
of silicone hydrogel contact lenses. In one embodiment, the surface of a lens is coated 
by subjecting said surface to: a plasma oxidation reaction, followed by a plasma 
polymerization reaction in the presence of a diolefin. Finally, the resulting carbon layer 
is rendered hydrophilic by a further plasma oxidation reaction (Abstract). In addition to 
rendering the surface hydrophilic, Valint's process results in a coating which is resistant 
to delamination and/or cracking (col. 3, lines 66-67). 

23. It would have been obvious to modify Bowers in view of Matsuda as applied 
above, and further in view of Valint to introduce hydroxyl groups as per Bowers' step (a) 
through plasma treatment as taught by Valiant. This method is demonstrated as being 
successful in treatment of contact lens materials, and results in resistance to 
delamination and cracking. 
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Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to ROBERT JONES whose telephone number is (571)270- 
7733. The examiner can normally be reached on Monday - Thursday, 9 AM - 5 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, David Wu can be reached on 571-272-1 114. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



RSJ 

/David Wu/ 

Supervisory Patent Examiner, Art Unit 1796 



